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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )KI Responsive to communication(s) filed on 01 June 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 43-56 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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8) D Claim(s) are subject to restriction and/or election requirement. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

This office action is in response to the amendment, received 6/1/09, in which applicant 
amended claims 43-47 and added new claims 49-56. [Note: an offer of allowance with an 
examiner's amendment was declined by applicant's representative on 9/14/09.] 

Claims 43-56 are under examination. 

Response to Amendments/Arguments 

Applicant's arguments and amendments filed 6/1/09 are acknowledged and have been 
fully considered. Any rejection and/or objection not specifically addressed is herein withdrawn. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 43-56 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for a method for treating diabetes in a diabetic subject, the method 
comprising administering to the subject an effective amount of a heterocyclic carbonyl glycine 
compound which inhibits HIF hydroxylase, wherein the compound selected from the group 
consisiting of is [(7-chloro-3-hydroxy-quinoline-2-carbonyl)-amino] -acetic acid; [(l-chloro-4- 
hydroxy-isoquinoline-3-carbonyl)-amino] acetic acid; [(4-hydroxy-7-phenoxy-isoquinoline-3- 
carbonyl)-amino] -acetic acid; 4-oxo-l,4-dihydro-[l,10]phenanthroline-3-carboxylic acid; [(1- 
chloro-4-hydroxy-7-methoxy-isoquinoline-3-carbonyl)-amino] -acetic acid; [(3-hydroxy-6- 
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isopropoxy-quinoline-2-carbonyl)-amino]acetic acid; [(3-hydroxy-pyridine-2-carbonyl)- 
amino]acetic acid; or [(7-benzyloxy-l-chloro-4-hydroxy-isoquinoline-3-carbonyl)-amino] -acetic 
acid methyl ester, thereby treating the diabetes, does not reasonably provide enablement for a 
method for treating diabetes in a diabetic subject, the method comprising administering to the 
subject an effective amount of a heterocyclic carbonyl glycine compound which inhibits HIF 
hydroxylase, thereby treating the diabetes. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

In this regard, the application disclosure and claims have been compared per the factors 
indicated in the decision In re Wands, 8 USPQ2d 1400 (Fed. Cir., 1988) as to undue 
experimentation. The factors include: 

1) the nature of the invention; 

2) the breadth of the claims; 

3) the predictability or unpredictability of the art 

4) the amount of direction or guidance presented; 

5) the presence or absence of working examples; 

6) the quantity of experimentation necessary; 

7) the state of the prior art; and, 

8) the relative skill of those skilled in the art; 

Each factor is addressed below on the basis of comparison of the disclosure, the claims 
and the state of the prior art in the assessment of undue experimentation. 
The claimed invention is drawn to a method comprising administering to the subject an 
effective amount of a heterocyclic carbonyl glycine compound which inhibits HIF hydroxylase, 
thereby treating the diabetes. 

The breadth of the claims is excessive with regard to claiming a method comprising 
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administering to the subject an effective amount of a heterocyclic carbonyl glycine compound 
which inhibits HIF hydroxylase, thereby treating the diabetes. Applicant has only provided 
guidance for the use of a heterocyclic carbonyl glycine compound which inhibits HIF 
hydroxylase, wherein the compound selected from the group consisiting of is [(7-chloro-3- 
hydroxy-quinoline-2-carbonyl)-amino]-acetic acid; [( 1 -chloro-4-hydroxy-isoquinoline-3- 
carbonyl)-amino] acetic acid; [(4-hydroxy-7-phenoxy-isoquinoline-3-carbonyl)-amino] -acetic 
acid; 4-oxo-l,4-dihydro-[l,10]phenanthroline-3-carboxylic acid; [(l-chloro-4-hydroxy-7- 
methoxy-isoquinoline-3-carbonyl)-amino]-acctic acid; [(3-hydroxy-6-isopropoxy-quinoline-2- 
carbonyl)-amino] acetic acid; [(3-hydroxy-pyridine-2-carbonyl)-amino]acetic acid; or [(7- 
benzyloxy-l-chloro-4-hydroxy-isoquinoline-3-carbonyl)-amino]-acetic acid methyl 
ester,thereby treating the diabetes. 

Applicant have provided no guidance of any other ingredient which act as a heterocyclic 
carbonyl glycine compound which inhibits a hypoxia inducible factor (HIF) hydroxylase. In 
absence of evidence to the contrary, it would not be expected that any 
and all ingredients would act as a HIF hydroxylase inhibitor, other than a heterocyclic 
carbonyl glycine compound which inhibits HIF hydroxylase. Furthermore, it would not be 
predictable to the artisan which ingredient that inhibits HIF hydroxylase would work in the 
present invention, nor would it be predictable to the artisan which pathologies could be treated 
with these ingredients that act as a inhibitory substance. 

In consideration of these factors, it is apparent that there is undue experimentation 
because of a variability in prediction of outcome that is not addressed by the present application. 
Absent factual data to the contrary, the amount and level of experimentation needed is undue to 



Application/Control Number: 10/729,704 
Art Unit: 1654 



Page 5 



practice the invention as claimed. 

Accordingly, with respect to the elected invention, others skilled in the art would be unable 

to practice the invention as claimed without undue experimentation and with a reasonable 

expectation of success, other than the use of a heterocyclic carbonyl glycine compound which 
inhibits HIF hydroxylase, wherein the compound selected from the group consisiting of is [(7- 
chloro-3-hydroxy-quinoline-2-carbonyl)-amino]-acetic acid; [( 1 -chloro-4-hydroxy- 
isoquinoline-3-carbonyl)-amino]acetic acid; [(44iydroxy-7-phenoxy-isoquinoline-3-carbonyl)- 
amino]-acetic acid; 4-oxo-l,4-dihydro-[l,10]phcnanthrolinc-3-carboxylic acid; [(l-chloro-4- 
hydroxy-7-methoxy-isoquinoline-3-carbonyl)-amino]-acetic acid; [(3-hydroxy-6-isopropoxy- 
quinoline-2-carbonyl)-amino]acetic acid; [(3-hydroxy-pyridine-2-carbonyl)-amino]acetic acid; 
or [(7-benzyloxy-l-chloro-4-hydroxy-isoquinoline-3-carbonyl)-amino]-acetic acid methyl 
ester, thereby treating the diabetes to provide the functional effects instantly claimed, as shown 
in the instant specification, page 37, paragraph 139. 

All other claims depend directly or indirectly from rejected claims and are, therefore, also 

rejected under 35 U.S.C. 1 12, first paragraph for the reasons set forth above. 

Conclusion 

All claims are rejected. 
THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROY TELLER whose telephone number is (571)272-0971 . The 
examiner can normally be reached on Monday-Friday from 5:30 am to 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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